Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

Page 10of4/Crp. 134

Product: SENADE TABLETS 13,5 mg

Hpoayer: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne :

484115

Batch Quantity / O6bem cepun:

5847packs / ynakosok

AR No / Avanuruuecicuii oruer Ne : ARF/202/2024

Date of Analysis / JlaTa ananmsza:  26.10.2024

Date of Mfg / Jiata npousBoacTsa:

10/2024

Date of Expiry / I'ogen go:

09/2027

Analysis performed according ND / Auasnu3 nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3am. Ne 1 o1 09.07.2024

Specification / Hopma

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / Ilnockue kpyrnsie TabneTka co
CKOILIEHHBIMH KPasMH OT KOPHYHEBOrO A0 TEMHO-
KOPHYHEBOTrO LIBeTa ¢ Bkpamiesuamu. Ha oguoi
cropoxe TabneTkH BoiaasneHo cnoso « CIPLAY, Ha
Zpyroii - JHHHA pa3ioMa.

Ammoniacal solution tumms a reddish colour /
OxpaluMBaHHe aMMHA4YHOrO PacTBOPA B KPaCHBI
LIBET.

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAePKUBAHUA OCHOBHOTO IHKA HA XPOMAaTOrpaMme
HCMBITYEMOr0 pacTBOPa AOJDKHO COOTBETCTBOBAThH
BPEMEHH Y/IEP)KHBAHHS OCHOBHOIO MHKAa Ha
XpoMaTorpaMMe CTaHJapTHOrO pacTBopa
MmeTHinaparuapokcubensoara (pasaen
«Merunnmaparunpokciubensoar).

Ne Result / Pezyaprath
Test / Iokaszarens
1 | Description / Onucanne Complies / CootseTcTBYET
2 | Identification / ITommsaHOCTS
2a) | Anthraquinone glycosides / Complies /
CootsercTByeT
AHTPAXHHOHOBBIE JIHKO3MIBI
2b) | Methyl Parahydroxybenzoate Complies /
(HPLC)/ CootsercTBYyET
Merunnaparunpokcubensoar
(BIXX)
3 | Average weight / Cpennss 189.20mg / 189,20mr
Macca

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTByeT TpebosaHusam HU

Conclusion : APPROVED /
3aknwoyenue: OQJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

i

HokymeHT nposepeH OKK: {M [okymeHT opobpeH OOK:
Date / Date/ , ¢ .\0-2024
Nara: 26 10 2o [ara:

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A

Cipla

Page20f4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 484115

Batch Quantity / G6bem cepun:

5847packs / ynakeBok

AR No / Auanutuygecknii oruer Ne : ARF/202/2024

Date of Analysis / iata ananuza: 26.10.2024

Date of Expiry / T'ogen no: 09/2027

Date of Mfg / lata npouzsoacTea: _ 10/2024

Analysis performed according ND / Ananuns nposeaén no HI: TI N013745/01-180522, amend No. 1 dated
©9.07.2024 / I N013745/01-180522, usm. Ne 1 ot 09.07.2024

Test / HHokazareiib

Ne ' Result / PesyasTaTs!

Specification / Hopma

4 | Uniformity of weight/
OnHOPOAHOCTS 110 Macce

Complies / CootercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
% <
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

5 | Loss on drying / IToteps B 1.9%

Macce NpH BeICYLUHMBAHUHA

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 78-95%

Pacteopenne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosuuos yepes 120 mun

7 | Uniformity of Dosage units / AV =57

OnHOPOAHOCTL NO3HPOBAHUSA

The acceptability index forn =10 AV <L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <L1. All values of xi must satisfy the
inequality:

IMxi| < 0,01 x L2 x M.

L1=150;L2=25.0.

ITokazarens npuemnemoctu misi n=10 AV <L]1.

B cnyuae, ecnu 3nauenne AV npesbraer L1,
NPOBOAAT HCMBITAHKE Ha crnefyroux 20 obpasnax.
Jlis n=30 AV <L1. Bce 3HaueHHs X1 JOJDKHBI
YAOBJIETBOPATE HEPABEHCTBY:

M-xi| <0,01 x L2 x M.

L1=15,0; L2=25,0.

8 | Assay (Spectrophotometry)
KonuuecTBenHoe omnpeneneHue
(Cnextpodotomerpus)

14.02mg/tab /

14,02mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MIOB B IiepecyeTe Ha ceHHo3u T B B oqHO#M
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyauue: MpogykT cootBeTCTBYET TpeGosaHuam HI

Conclusion : APPROVED /
3aknmoyenune: OJOBPEHO

Checked by QC In-Charge / 7£ »

Approved by QA In-Charge /

St

JokymeHT npoeepeH OKK: HokymeHT ogobper OOK:
fara;  =>€'\v 292 [ata:

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTHOGHKAT AHAJIU3A

Cipia

Page3 of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAIE”, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 484115

Batch Quantity / Oobem cepun:

AR Neo / Ananurnuecicniii oruer Ne: ARF/202/2024

Date of Analysis / laTa ananuza: 26.10.2024

Date of Expiry / I'ogeH no: 09/2027

5847packs / ynakosox

Date of Mfg / lata npoussoacrea:  10/2024

Analysis performed according ND / Anann3 nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3mi. Ne 1 o1 09.07.2024

Ne Result / Pesyabrarst Specification / Hopma
Test / Ilokazarens
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ ’
Conepxanne
MmeTimaparuapokcubensoara 0,041 mir/1a6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonoraueckas YHCTOTa

Total Aerobic microbial count /
O6uee uncyo a3poOHBIX
MHKPOOPraHu3MOB

10 a)
<10

Not more than 10* cfu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / Obuee uucno
TMUIECHEBBIX H JPOAOKEBBIX

rpuboB

<10

Not more than 10” cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuuesie K
JEHCTBHIO KETYH

rpamMoTpHuaTenbHbie OaKTepHH

Absent /OtcyTeTBYyIOT

Not more than 10%/ g / He 6onee 10% /r

10d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin 1 g/ OrcyrcreueB 1 r

10 ¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/OrtcyrctBue B 11

109 | Salmonella

Absent / OtcyTcTBYIOT

Absentin 10 g /Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cootseTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyexue: ONOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposepeH OKK: "GE/_{’J [okymeHT ogobper OOK: %ﬂﬁ
Date / Date /
Nara: Do o fara: 26 o o2l

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Pagedof4/Cip.4u3 4

Product: SENADE TABLETS 13,5 mg

0

Ilpoaykr: CEHAJIE™, TAEBJIETKH 13,5 mr

Batch No / Cepust Ne: 484115

Batch Quantity / O6bem cepun:

5847packs / ynaxosox

AR No / Ananuruuecicuii oruer Ne : ARF/202/2024

Date of Anaiysis / JlaTa ananuza: 26.10.2024

Date of Mfg / lava npoussoactrea:  10/2024

Date of Expiry / I'ogen no:

09/2027

Analysis performed according ND / Ananus nposenéun no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o7 09.07.2024

Ne Result / Pesyasrars: Specification / Hopma
Test / Iloka3arean
11 | Package / Ynakoeka Package / Ynakoska - 20 tablets . . ;
8 s bl%s b s af Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aliniiim foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 patiant in fc;rmation leaflets jn | SArton. 20 tablets in a blister made of PVC
aestton. £ Tio 30 mleevoks /PE/PVDC film and aluminum foil, 25 blisters with
Gmcreﬁ e 25 patient information leaflets in a carton. / ITo 20
P Tabnerok B OMUCTEP U3 IIEHKH TPEXCIOHHOM
MO/ BHHIIDUIOPHIHOM
(nonua'mneuosi ﬁ? (TIBX/AI3/MIBJIX) u amomunuesoii donsru. Ilo 2
R . win 3 GHcTepa BMECTe C HHCTpyKUHeit no
amosunenolt Gomura, mo 25 NPHMEHEeHHIO B KapToHHY10 nauky. [To 20 Tabnerox
—— xaprouuy;o — B OTHCTEP M3 MICHKH NOJHMBHHHIIXJIOPH JIHOM
e . S (monmuaTHNEHOBOH / MOMHBHHUIIIEHXIOP UAHOI) K
oo DD Y amomMuHHEBO# (obry, 110 25 Giuctepos B
P ’ KapTOHHYIO NayKy C BIOKEHHEeM 25 HHCTPYKLHIH 110
TIPHMEHEHHIO,

12 | Labeling / Mapxuposxa According to ND /
B cootsercteuu ¢ HJ]

13 Storage conditions / Yciiosus In a dry place, at temperature below 25 °C. / B cyxom mecre npu Temnepatype He

XpaHeHHus Bbitue 25 °C.
14 | Shelf life / Cpox rogaoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT coorBetcTByeT TpebosaHusam HI

Conclusion : APPROVED /
3ainouenue: OJOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT nposepeH OKK: —gf,.:b-" [okymeHT opobper OOK: %j’
Date / Date /

9 C. o 2o

Oarta:

2-6 \0-202Y4

[ara:

FMQCO003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




